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CDRH, are authorized to reject manu-
facturer’s designation of import agents
under § 1005.25(b) of this chapter.

[62 FR 67271, Dec. 24, 1997]

§ 5.47 Detention of adulterated or mis-
branded medical devices.

The following officials are authorized
to perform all the functions of the
Commissioner of Food and Drugs per-
taining to detention, under section
304(g) of the Federal Food, Drug, and
Cosmetic Act and in accordance with
§ 800.55 of this chapter, of medical de-
vices that may be adulterated or mis-
branded:

(a) For medical devices assigned to
their respective organizations:

(1) The Director and Deputy Direc-
tors, Center for Devices and Radio-
logical Health (CDRH).

(2) The Director and Deputy Director,
Office of Compliance, CDRH.

(3) The Director and Deputy Director,
Center for Biologics Evaluation and
Research (CBER).

(4) The Director and Deputy Director,
Office of Compliance, CBER.

(b) Regional Food and Drug Direc-
tors.

(c) District Directors.
(d) The Director, St. Louis Branch.

[48 FR 8442, Mar. 1, 1983, as amended at 48 FR
56947, Dec. 27, 1983; 49 FR 14933, Apr. 16, 1984;
51 FR 32452, Sept. 12, 1986; 54 FR 8317, Feb. 28,
1989; 55 FR 47053, Nov. 9, 1990; 62 FR 67271,
Dec. 24, 1997]

§ 5.49 Authorization to use alternative
evidence for determination of the
effectiveness of medical devices.

The following officials, for medical
devices assigned to their respective or-
ganizations, may authorize under sec-
tion 513(a)(3)(B) of the Federal Food,
Drug, and Cosmetic Act (the act) the
use of valid scientific evidence (other
than that prescribed by section
513(a)(3)(A) of the act) for determining
the effectiveness of medical devices for
the purposes of sections 513, 514, and 515
of the act:

(a) The Director and Deputy Direc-
tors, Center for Devices and Radio-
logical Health (CDRH), and the Direc-
tor and Deputy Directors, Office of De-
vice Evaluation, CDRH.

(b) The Director and Deputy Direc-
tor, Center for Biologics Evaluation

and Research (CBER), and the Director
and Deputy Director, Office of Biologi-
cal Product Review, CBER.

[48 FR 56947, Dec. 27, 1983, as amended at 49
FR 14933, Apr. 16, 1984; 54 FR 8317, Feb. 28,
1989; 62 FR 67271, Dec. 24, 1997]

§ 5.50 Notification to petitioners of de-
terminations made on petitions for
reclassification of medical devices.

The following officials, for medical
devices assigned to their respective or-
ganizations, are authorized to notify
petitioners of determinations made on
petitions for reclassification of medical
devices that are classified in class III
(premarket approval) by sections 513(f)
and 520(l) of the Federal Food, Drug,
and Cosmetic Act (the act) and denials
of petitions for reclassification of med-
ical devices that are submitted under
section 513(e) of the act (except for pe-
titions submitted in response to FED-
ERAL REGISTER notices initiating
standard-setting under section 514(b) of
the act or premarket approval under
section 515(b) of the act):

(a) The Director and Deputy Direc-
tors, Center for Devices and Radio-
logical Health (CDRH) and the Director
and Deputy Directors, Office of Device
Evaluation.

(b) The Director and Deputy Direc-
tor, Center for Biologics Evaluation
and Research (CBER), and the Director
and Deputy Director, Office of Biologi-
cal Product Review, CBER.

[48 FR 56947, Dec. 27, 1983, as amended at 49
FR 14933, Apr. 16, 1984; 54 FR 8317, Feb. 28,
1989; 54 FR 11866, Mar. 22, 1989; 62 FR 67271,
Dec. 24, 1997]

§ 5.51 Determination of classification
of devices.

(a) The following officials, for devices
assigned to their respective organiza-
tions, are authorized to determine the
classification of a medical device in
commercial distribution prior to May
28, 1976, pursuant to section 513(d) of
the Federal Food, Drug, and Cosmetic
Act (the act):

(1) The Director and Deputy Direc-
tors, Center for Devices and Radio-
logical Health (CDRH) and the Director
and Deputy Directors, Office of Device
Evaluation, CDRH.
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